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The IDS received 3/17/05 lias been entered and claims 91-108 are currently 
pending in this application. Please update the continuing information in the 
specification. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 91-108 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Landrum. 

Landrum (5,976,822) entitled "Method and Reagent for Monitoring Apoptosis and 
Distinguishing Apoptosis from Necrosis" teaches a blocked caspase substrate where y 
is rhodamine, R1 is Cbz and (AA)n is a residue of an amino acid DEVD. 
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The claims differ from Landrum in that they specify the method is to determine 
sensitiyity to cancer treatment or monitor such treatment. 

It would have been obvious to one of ordinary skill in this art at the time the 
Invention was made to employ a caspase substrate to determine sensitivity or monitor 
cancer treatment because Landmm teaches various enzyme pathways and apoptosis 
where the cancer treatment would affect the same pathways to achieve the same result, 
apoptosis. 

Claims 91-108 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make arid/or use the 
Invention. 

In claim 91 the term "y is a fluorogenic or fluorescent moiety" lacks enablement 
as it would require one of ordinary skill in this art undue experimentation to detemriine 
which would work in the instant invention. The specification as originally filed shows Y 
is rhodamine 110 only as claimed in present claim 94. For the case where n is zero 
thereby Asp is the only amino acid, claim 91 does not correspond with the description of 
the invention wherein an amide bond between two amino acids must be cleavable. 
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The entire scope of the claims has not been enabled because: 

1 . Quantity of experimentation necessary would be undue because of the large 
proportion of inoperative compounds claimed. 

2. Amount of direction or guidance presented is insufficient to predict which substances 
encompassed by the claims would work. 

3. Presence of working examples are only for a single specific fluorophore and 
extension to other compounds has not been specifically taught or suggested. 

4. The nature of the invention is complex and unpredictable. 

5. State of the prior art indicates that most related substances are not effective for the 
claimed functions. 

6. Level of predictability of the art is very unpredictable. 

7. Breadth of the claims encompasses an innumerable number of compounds. 

8. The level of one of ordinary skill in this art is variable. 

In re Wands. 858 F.2d 731. 8 USPQ2d 1400. 1404 (Fed. Cir. 1988) 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 91-108 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Each of the following applies in all occurrences. 
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Claim 91 is a method claim where the second step is recording a result but no 
determining of fluorescence is claimed. Further, recording may be better considered to 
be correlating. In claim 91(a) where "each n independently is 0-5" is queried as to if the 
invention would work if n is zero. In claim 92 "wherein r is 0-5" is similarly queried. In 
claims 95 and 104 "Z" is not defined. In claim 105 R4, R5 and R6 are not defined. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Weber (6,342,61 1 and 6,759.207) are parent patents. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications Is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 

Ralph Gitomer 
Primary Examiner 
Art Unit 1657 
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